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5) D Claim(s) is/are allowed. 
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DETAILED ACTION 

Claims 1-23 are pending in the instant application. Claims 2, 3, 6-8, 10, and 12- 
20 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as being 
drawn to non-elected subject matter. The withdrawn subject matter is patentably 
distinct from the elected subject matter as it differs in structure and element and would 
require separate search considerations. In addition, a reference which anticipates one 
group would not render obvious the other. Claims 1 , 4, 5, 9, 1 1 , and 21-23 are rejected. 
Information Disclosure Statement 

The information disclosure statements submitted on December 14, 2004 and 
June 1, 2005 were considered and copies of form 1449 are submitted herewith. 
Election/Restrictions 

Applicants' amendment to the claims submitted on July 15, 2008 has been 
considered and entered into the application. Applicants' election with traverse of Group 
I and the compound N-[4-[5-(4-methylphenyl)-3-(trifluoromethyl)-1 H-pyrazol-1- 
yl]phenylsulfonyl]-4-nitroxy-butanamide in the response filed on July 15, 2008 was 
considered. The traversal is made on the ground(s): 

"As an application subject to PCT Rule 13, Applicants submit that they are entitled to 
"an independent claim for a given product, an independent claim for a process specially 
adapted for the manufacture of said product, and an independent claim for a use of the 
said product" for prosecution in the present application (MPEP § 1 850 (1 1 1 )(1 ))." 

This argument is not found to be persuasive. The claims herein lack unity of invention 

under PCT rule 1 3.1 and 1 3.2 since, under 37 CFR 1 .475(a): 

"Where a group of inventions is claimed in an application, the requirement of unity of 
invention shall be fulfilled only when there is a technical relationship among those 
inventions involving one or more of the same or corresponding special technical 
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features... those technical features that define a contribution which each of the claimed 
inventions, considered as a whole, makes over the prior art." 

The technical feature linking the claims in this application (i.e. the N02 group) is not a 
special technical feature because it fails to define a contribution over the prior art as 
was presented in the restriction requirement dated June 17, 2008. Therefore, the 
claims are not so linked as to form a single general inventive concept and there is a lack 
of unity of invention because they lack a special technical feature as the technical 
feature present fails to define a contribution over the prior art. Additionally, the variables 
found on the technical feature can vary and when taken as a whole result in structurally 
different compounds. Accordingly, unity of invention is considered to be lacking and 
restriction of the invention in accordance with the rules of unity on invention is 
considered to be proper. 

Restriction of the invention in accordance with the rules of unity of invention is 
therefore made FINAL. 

The traversal of the election of species requirement is on the ground(s): 

"... the compounds of the invention are all derivatives of drugs belonging to the same 
therapeutic class of COX-2 selective inhibitors and can be synthesized using the 
general methods reported in the application (see pages 12-14 of WO 2004/000781)." 

This argument is not found to be persuasive. As stated in the restriction requirement 

dated June 17, 2008, the species are deemed to lack unity of invention because they 

are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

The species lack the same or corresponding special technical feature. 

The requirement is still deemed proper and is therefore made FINAL. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1,4,5,9,11, and 21-23 are rejected under 35 U.S.C. 1 03(a) as being 
obvious over WO 98/09948 in view of Mamidi et al. further in view of WO 00/61541 . 

The applied references (i.e. WO 98/09948 and WO 00/61541) have a common 
inventor with the instant application. Based upon the earlier effective U.S. filing date of 
the reference, it constitutes prior art only under 35 U.S.C. 102(e). This rejection under 
35 U.S.C. 103(a) might be overcome by: (1) a showing under 37 CFR 1.132 that any 
invention disclosed but not claimed in the reference was derived from the inventor of 
this application and is thus not an invention "by another"; (2) a showing of a date of 
invention for the claimed subject matter of the application which corresponds to subject 
matter disclosed but not claimed in the reference, prior to the effective U.S. filing date of 
the reference under 37 CFR 1 .131; or (3) an oath or declaration under 37 CFR 1 .130 
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stating that the application and reference are currently owned by the same party and 
that the inventor named in the application is the prior inventor under 35 U.S.C. 104, 
together with a terminal disclaimer in accordance with 37 CFR 1 .321(c). This rejection 
might also be overcome by showing that the reference is disqualified under 35 U.S.C. 
103(c) as prior art in a rejection under 35 U.S.C. 103(a). See MPEP § 706.02(l)(1) and § 
706.02(l)(2). 

Determination of the scope and contents of prior art. 

WO 98/09948 discloses compounds and compositions (i.e. for the preparation of 
medicaments) of the general formula A-X1-N02 where A = R(COX)t and where t 
is an integer 0 or 1 (abstract), such as COX2 inhibitors where t =0 and R is 



X1 is equal to -YO- where Y can be C1-C20 alkylene, preferably having from 2 
to 5 carbon atoms (pages 38-39). 

Mamidi et al. discloses a COX2 inhibitor of the following formula (page 275): 




F 



(page 24). 
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wherein R is CH2CH2CH3. The prodrug form of this compound was 
administered to rats orally. 

WO 00/61541 disclose compounds and pharmaceutical formulations of the 
formula A-Bbo-C-N(0)s wherein s is 2, A is R-T1 where R is a drug radical (i.e. 
an antiinflammatory drug or non steroid antiinflammatory drug, pages 3 and 4 
and claims 8 and 9), T1 is (CO)t where t is 1 , bo is 0, C is -Tc-Y- where Tc is 
(CO) or X, and Y or Y0 is an alkylenoxy group R'O wherein R' is linear C1-C20, 
preferably having from 1 to 6 carbon atoms. 

Ascertaining the differences between prior art and instant claims. 
WO 98/09948 discloses COX2 inhibitors which differ from the elected compound 
of the instant claims by not having a carbonyl group attached to the nitrogen of 
compound V Ac4 (i.e. t is 0). This missing carbonyl group would correspond to 
the Tc =CO group of the instant claims. 

Mamidi et al. discloses a COX2 inhibitor which differs from the elected compound 
of the instant claims by not having a -ON02 group attached at the end of the 
alkyl chain. 

WO 00/61541 discloses compounds with non steroid anti-inflammatory drugs 
(claims 8 and 9) which differ from the elected compound of the instant claims by 
having an extra CO or O, S or NR1c (i.e. Tc) in the compounds. 

Resolving the level of ordinary skill in the pertinent art - Prima Facie Case of 
Obviousness. 

Since the compounds and compositions disclosed in the three references are all 
used as COX2 inhibitors, it would have been obvious to one of ordinary skill in 
the art at the time of the invention to take the compound disclosed in WO 
98/09948 and add a carbonyl (i.e. between the nitrogen and the C1-C20 alkylene 
group) since a carbonyl is present (i.e. between the nitrogen and the 
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CH2CH2CH3 group in Mamidi et al. and attached to the non steroid anti- 
inflammatory drug in WO 00/61541) in the other two references. 

One of ordinary skill would be motivated to make the modification required to 
arrive at the instant invention with reasonable expectation of success for 
obtaining a compound with the same activity. The motivation to make the 
claimed compound would be to make additional compounds for the quoted 
purpose. 

Thus, the instant claims are prima facie obvious over the teachings of the prior 
art. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KRISTIN BIANCHI whose telephone number is 
(571 )270-5232. The examiner can normally be reached on Mon-Fri 7am-3:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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